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; Authority and is transmitted to tho applicant according lo Articl© 3G. 



This REPORT consists of a total of 5 shoQls, including this cover sheot. 

^ Thl?^ report Is also accompanied by AMNGXES, Le. sheets of the dcii^crjption, claimr> and-br drawings v^hich have 
been amended and are the bar>l5 tor this report and^r sheets containing rectitications made boforo this Aulhoiily 
(3DG Rule 70.16 and Section 607 of the Administrative Instructions under the PCT). 

These annexes consist of a total of 1 sheets. 



3. This report contains indications relating to the following items: 

I C¥l Basis of th& opinion 
l( □ Priority 

III □ Non-©stablishm0nt of opinion with regard to novolty, invontiVo slop and industrial applicability 

IV □ Lack of untty of invention 

V Roasoned slatomont undor Rulo G6.S£(a)(ii) with regard to novelty, inventive t:tcp or industrial applicability; 
citations and expian.-utbns supporting such statement 

VI □ Certain documents citRd 

VII □ Certain defects In the Internatlonel application 

VIII □ Certain observations on tho iniomationat application 
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(. Ba&i& of the report 

1. With regard to the elements of the international appllccition (Replacement sheets which have been furnished to 
the receiving Office in rosponso to an invitation under Article 14 arc referred to in lhii> report as "originally filed'* 
and are not annexed to this report since they do not contain amendments (Rules 70.16 and 70. 1 7))\ 



Description, Pages 

1-7 as originally filed 
CiairriG, Numbers 

1 -2 received on 02. 1 0.2004 vyith letter of 27.09.200^1 



Drawings, Sheets 

MZ-ZtZ as originally filed 

2. Wilh regard to the language, al( the elemenls marked above were available or furnished to this Authority in the 
language in which the international application was filed, unless otherwii^e indicated under this itern. 

These Glements were available or furnished to this Authority in the following language; . which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23.1(b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ the language of a translation furnished ior the purposes of international preliminary examination (under 
Rule 55,2 and/br 55.3). 

3. With regard to any nucleotide andA^r amino acid sequence disclosed in the international application, the 
internaiional preliminary examination was carried out on the basis of the sequence listing; 

□ containc-d in the international application in written form. 

n filed together with the international application in computer readable form. 

S furnished subsequently to this Authority in written form. 

Kl furnished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure 
in the intornational application as filed hay been furnished. 

□ The statement that the information recorded in computer readable form Is identical to the wrilten sequence 
listing has been furnished. 

4. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings. sheets: 
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5. □ This report has been eslablishGd as if (some of) the amendments had not been made, since Ihey have 

been considered to go beyond the disclosure as filed (Rule 70.2(c)). 

(Any replacement sheot containing such amendments must be refened to under item 1 and annexed io this 
report.) 

6. Additional observations, if necessary; 

V. RcasonGd fitatemont under Article 35(2) with regard to novelly« inventive step or industrial appiicability: 
citations and explanations supporting $uch stntement 

1. Statement 

Novelty (N) Yes: Claims 1^ 

No: Claims 

Inventive step (IS) Yes: Claims 1-2 

No: Claims 

Industrial applicabiliTy (lA) Yes: Claims 1-2 

No: Claims 

2. Citations and explanations 
sec separate sheet 
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Reasoned statement with regard to novelty, inventive stop or industrial applicability; 
citations and explanations supporting such statement 



1 . Reference is made to the following document: 



D1 : FRANCESCA BRUNELLO ET AL.: "IDENTIFICATION OF 54 MYCOBACTERIAL 
SPECIES BY PCR-RESTRICTION FRAGMENT LENGTH POLYMORPHISM 
ANALYSIS OF THE HSP65 GENE" JOURNAL OF CLINICAL MICROBIOLOGY, 
vol. 39, no. 3, 2001, pages 2799-2$06, XP002286615 



2. The amendments filed on 02.10.04 do not introduce additional subject-matter, which 
extends boyond the content of the application as filed. Therefore, the amendments meet 
the requirements of Article 34(2)(b) PCT. 

Claims 1 and 2 as filed on 0.2.10.04 correspond to claims 1 and 3 of the original set of 
claims. 

3. Novelty (Article 33(2) PCT) and inventive step (Article 33(3) PCT) 

The document D1 is regarded as being the closest prior art to the subject-matter of 
claims 1 and 2, relating to a DNA molecular size marker, and discloses the identification 
of 54 mycobacterial species by PCR-restriction fragment length polymorphism analysis 
of the hsp65QQne, wherein molecular size markers are used for the analysis (see pages 
2799-2805 and tables 2 and 3). 

The subject-matter of claims 1 and 2 differs from the disclosure in D1 in that the 
fragments have different sizes. 

The subject-matter of claims 1 and 2 is therefore new (Article 33(2) PCT). 

The problem to be solved by the present invention may be regarded as to provide an 
improved DNA molecular size marker, suitable for analysis of mycobacteriac. 
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The molecular size markers of the present application contain fragments of exactly the 
same size as the restriction fragment of mycobacteriae. These markers are specific and 
allow a rapid and accurate determination of the tested strains. 

The restriction analysis of mycobacteriae is usually don© by using commercially available 
molecular size markers not really specific for mycobacteriae, which is also the case in 
D1 . No reference is given for the need of other molecular size markers. 

Thus, clarms 1 and 2 of the present application are considered to involve an inventive 
step (Article 33(3) POT). 
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